This is a critical abstract of an economic evaluation that meets the criteria for inclusion on NHS EED. Each abstract contains a brief summary of the methods, the results and conclusions followed by a detailed critical assessment on the reliability of the study and the conclusions drawn.
1. Was the QOL of patients treated in day-care reasonably equivalent to that in the clinical observation group, after 1 and 6 weeks? 2. Was the absolute prevalence of readmission after day-care LC less than 25% (expected to be 5 to 10%)?
The sample size required to achieve a 5% level of significance with 80% power was 80 patients (40 per treatment group). One hundred and seventy-nine consecutive patients were assessed for inclusion in the study. Of these, 80 (44%) fulfilled the inclusion criteria and were recruited into the trial. The patients recruited had uncomplicated symptomatic cholelithiasis. Of those who did not enter the trial, 32% did not fulfil the inclusion criteria. The authors did not report the characteristics of the patients that were excluded, or the details of those who refused to participate. These factors suggest that the study sample may not be representative of all patients with symptomatic cholelithiasis.
The authors reported that 42 other patients could have been included in the study, if they had been identified in time. It was noted that the characteristics of these patients were similar to those in the trial. A total of 80 patients were recruited in the study: 40 patients were randomised to day-care and 40 to clinical observation.
Study design
The study was a randomised controlled trial carried out in a single centre. The patients were randomly allocated to either day-care or clinical observation using the sealed envelope method. The patients were followed for 6 weeks. Six patients were lost to follow-up. Three patients (1 in the day-care group and 2 in the clinical observation group) were admitted to hospital before the scheduled LC because of acute cholecystitis. These patients underwent urgent LCs, which were converted to open cholecystectomies. Three patients (2 in the day-care group and 1 in the clinical observation group) decided to delay surgery.
Analysis of effectiveness
The authors reported an analysis of treatment completers. The data were reported separately for those patients who did not undergo the scheduled surgery. The primary health outcomes included: surgical time and findings; pain, as assessed using a visual analogue scale, and the use of pain medication; post-surgical complications, including contact with general practitioners and the day-care centre within 4 days of surgery;
QOL during follow-up, as assessed using the EuroQol questionnaire; the resumption of normal activities, as assessed by interview; and the treatment preference, as assessed by interview.
The two study groups were comparable at baseline in terms of the following: the percentage of patients with professional activities outside of the home;
the duration and frequency of biliary pain;
previous removal of common bile duct stones by endoscopic retrograde cholangiopancreaticography; and increased levels of serum liver enzymes.
Effectiveness results
A total of 37 patients in each group underwent surgery.
There was no difference in mean surgical time between the day-care (76 +/-5 minutes) and clinical observation patients (81 +/-5 minutes), (p=0.32). The surgical findings were evenly distributed.
Pain medication intake was stopped 24 hours after surgery in 51% of the day-care group and 53% of the clinical observation group, (non significant). The pain scores decreased in both groups during the first 48 hours after surgery, (non significant).
Three patients in the day-care group and 1 patient in the clinical observation group had complications after surgery. None of the patients in either group consulted a general practitioner during the first week after surgery.
At 1 and 6 weeks after surgery, the two groups were comparable in terms of pain, mobility, self-care, usual activity, pain or discomfort, and anxiety or depression. Mood, QOL and the overall health status score were not significantly different for the two groups at 1 and 6 weeks of follow-up.
There was no difference between the groups in the length of disruption of usual activities. For the day-care group, 63% of patients had resumed their usual activities after 2 weeks, 81% had resumed them after 4 weeks, and 88% had resumed them after 6 weeks. The corresponding figures for the clinical observation group were 65% (2 weeks), 83% (4 weeks) and 89% (6 weeks).
At 1 and 6 weeks after surgery, 92% of the day-care patients and 8% of the clinical observation patients preferred daycare. The proportion of patients who preferred admission for 24 hours was 8% in the day-care group, and 80% in the clinical observation group. The proportion of patients who preferred admission for more than 24 hours was 0% in the day-care group, and 12% in the clinical observation group.
Clinical conclusions
The authors concluded that LC performed on a day-care basis and LC performed with clinical observation were equally effective. Both groups of patients appeared to be satisfied with their treatment.
Measure of benefits used in the economic analysis
No summary measure of benefit was assessed in this study. The study was therefore categorised as a cost-consequences analysis.
Direct costs
The resource use quantities and costs were reported separately. The analysis included the direct costs to the health service, i.e. the costs for the stay in the hospital or day-care centre. The costs of investigations, interventions, readmissions, and consultations with general practitioners or the hospital or outpatient clinic, were only determined if the number differed for the two treatment groups. The price estimates were derived from standard prices or tariffs. The cost of staying at the hospital or day-care centre was obtained from the rates given by the Centraal Orgaan Tarieven Gezondheidszorg. The price year was not reported. The study reported average costs. Discounting was irrelevant as the costs were incurred over a time period of less than 2 years.
